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Cheng Medical Corporation 510(k) Notification

Erase Pen and Erase Tip System for Nerve Ablation
(Models HC-0O01 and CS-0001)

APPENDIX A: 51 0(k) SUMMARY

510(k) SUMMARY OCT - 6 2011

This summary of 51 0(k) safety and effectiveness information is submitted in accordance with the
requirements of SMDA 1990 and 21 CFR §807.92.

A. Name, Address, Phone and Fax number of the Applicant
Cheng Medical Corporation.
12945 Saratoga Avenue
Saratoga, CA 95070
Telephone: (406) 255-3223
Fax: (408) 255-3957

B. Contact Person
Mary P. Gallup
Regulatory Affairs Consultant
Hantel Technologies, Inc.
Telephone: (510) 441-4017

C. Date Prepared
06/04/2010

D. Device Name
Trade Name:
Model HC-OOO1 Erase Pen
Model CS-OO01 Erase Tip
Regulation Number: 21 CFR 882.4400 and 21 CFIR 882.4725
Regulation Number: Radiofrequency Lesion Generator and Lesion Probe
Regulation Class: 11
Product Code: GXD, GXI

E. Device Description
The Erase Pen (hand-held Ri-Polar Radiofrequency battery operated controller) and the Erase
Tip (single use, sterile detachable electrode cartridge system) is a hand-held Electrosurgical
Device to locate and ablate nerves. The depth of the electrodes, the amount of RIF energy
delivered, and the duration of energy applied control the size of the ablation.

F. Intended Use
The Erase Pen and Erase Tip (Single use Sterile Detachable Electrode Cartridge system) is
intended to create radiofrequency (RF) heat lesion in nerve tissue. It is intended for use only
by trained clinicians in hospital or clinical setting.
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Cheng Medical Corporation 510(k) Notification
Erase Pen and Erase Tip System for Nerve Ablation

(Models HC-0001 and CS-0001]
G. Substantial Equivalence

The Erase Pen Model HC-0001 and Erase Tip Model CS-00O1 is substantially equivalent in
the following technological ways to the identified predicate device: Radionic's RFG-30
(K982489) system.

* Indication For Use
* RF Energy Type - Si Polar
* Functional (stimulation and ablation)
* Probe Type (single use)

Erase Pen Operating Characteristics compared with predicate device

Parameter Erase Pen Radionics RFG-3C
5into 20000 and 300092 200 into 20000

a. Maximum voltage deliverable, Vp-p load load*
b. Maximum current deliverable, amps 0.18 into 1000) load 0.70 into 10002 load
c. Maximum power deliverable, watts 3.5 into 1000 load 50 into 1000 load
d.Maximum voltage accessible, Vp-p 71161

e. Maximum current accessible, amps 0.20 1.17
f. Maximum power accessible, watts 5 68
g. Frequency of RIF energy, kHz 460+/-5% 500+/-10%
h. Shape of the waveform during RF

abainsinusoidal sinusoidal
200ps one-shot

pulse
i. Shape of the waveform during Tissue 200ps one-shot pulse (monophasic squareStimulation (monphasicsquare wave) wave)
j. Impedance cutoffs, ohms 20 to 220 50 to 5000
k. Maximum currentlimit, amps 0.18 0.70

Note: The set output level Erase Pen and adjustable output level Radionics RF generators
would have an output power equivalence when the Radionics RFG-3C is at a selling of 3 to 5,
depending on the tissue impedance.

*Information not available for the maximum voltage deliverable of the Radionics REG-3C
into a 3000n) impedance.

H. Device Testing Results and Conclusion
All necessary testing was performed on the Erase Pen Model HC-OOO1 and Erase Tip (Singleuse Sterile Detachable Electrode Cartridge system) Model CS-0001 to ensure that the productis substantially equivalent to the predicate devices and to ensure that the new device does notraise new issues regarding safety and effectiveness.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubic }-eI[iti scr'itc

Clmnig NIedical Corporation
C/O NMarv Pascu~al Gallup
V ice lPresident 01' Reun latorv\ Afili rs, Consultanlt
Hanmel lechnologies, Ic.-
12945 Saratoga Avenue
Saratoga, California 95070

Re: 1(101592
Trade/ievice N~ame: Etase H anti-held Controleir and Erase Si ncle Use IEleetrode Cartridue

System
Reg(ulion10 INumber: 2 1 CFR 882.4400
ReguLlation Name: Radio freecyI lesion1 £enerator
ReguLlatory Class: Class 11
ProdcLIt CodeC: GXD
Dated: Septem ber 28, 20 11
Received: September 30. 2011

Dear Ms. Pascual Gallup:

\Ve have reviewed yourL Section 5 10(k) preniarket notification ofintent to market the device
refecrenced above and! have decterinied the device is substantially eq Livalent (for the indications
for1 Use stated in the enIclosurIe) to legal ly marketed predicate (le\'ices marketed In intstate
commerce prior to M/ay'28. 1 976, the enactment date of the NMedical Device Amendments, or to
devices that have been reclassified in accordance with the Ipo\'iSions of the Federal Food, Drutz
and Cosmetic Act (Act) that do not leit r approval at7 a premarket approval application (FP VA).
YOU may, therefore, mai-ku the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act i nel Lide requirements for' annul~al reg-istration, listing of
devices, gzood mIanuftacturIing& pr1actice, labeling, and prohibitions acgainst Misbranding and
aclteration. P lease note: C DPI-I does not evaluate in formation related to contract I iabilI ty
warranties. We remi ind you, however, that device labeling must be trutfufl anid not[ misleading.

I fyour device is classifited (see above) into either class If (Special Controls) or class Ill (PN4lA), it
may be subject to additional contra Is. E xistinig maj or r-egulations affecting yourI device can be
f'ound in the Code of' Federal Regulations. Title 2 I1. Parts 800 to 898. In addition, F DA may
publish further announcement cneno v iour de vice in the Federal [Register.



Pace 2 - Mis. l1ascaml Gal utp

Please be advised that FDA&s issuance oF a substantial CquiwalenCe cleternnatron does not mean
that FDA has mde a determination that your device cmplies With other requiremnts oF th Act
or anyV FederIal Stattts and rCulations admninistered by other Federal acencis You roust
comply with all the Act's requirmems including, but not limnited to: regtistration and listing (21
CF R Part 807); labeling (2 1 C FR Part 80 I); medical device report inrg (reportnk of miicl 
device-related ad verse events) (2 1 C' FR 803): good marial cuillng p'ac ice reqluirments as set
F'orth in the quality systems (QS) regulation (2!1 CIT Part 820); and i Fappicable, the electronic
product ad iaon control provisions (Sections 53 1-542 oF thre Act): 2 1 CM F 1I000- 1 050.

If you desire specific adv~'ice for youLir device on our laeing reCgulI uti o i (2 1 C F Put 80 1), lease
go to http:/Www.~ Fdgov/A bowtF DA/CetersOfices/C DRI/C D)R Fl-lOflices/trem 11 5 809.htrnl for
the Center For Devices and [Rad iological I-eAl th'5 (CDRI-I's) Onfie oF Conipl iane. Also, please
note the regttlation entitled, "NIi sbanding by re~erence to premrarket notificatin'' (2 1 CFI4 Part
807.97). For questions regarding the reporting of adverse evenlts Under thle /I DR regtlatiori (21
CFR Part 803). please go to

Ii tp //ww. da cov/N cd cl Dv ies/ a e v/Rpo ta robi mi e a t I.6lt mItilte CDRKI-I's 0flice
oF'S urve iilanice and 13i ometrics/Di vi sion of Postrnarket Surveillance.

Your my obtaini other gieneral information on your responsibilities under the Puct from the
Division of Small IMMaacturers, International and Consumner Assistanc at it tol-free rnumber
(800) 638-2041 or (301) 796-7100 or at its Initernet address

Sincerely yours.

Nvalvina BA. Eydelman. iM.D.
Diretor
Division oF Ophtlialirnic, Neurooical.

arid Ear, Nose and Thruoat Devices
Offce of Device Evaluation
Center- for Devices and

Radiological HeIalth

Enclosure



Cheng Medical Corporation 510(k) Notification
Erase Pen and Erase Tip System for Nerve Ablation

(Models HC-0001 and CS-0001)

SECTION 4: INDICATION FOR USE STATEMENT

Indications for Use

51 0(k) Number (if known): K( 01S 2

Device Name:
Model HC-OOO1 The Erase Pen
Model CS-OOO1 The Erase Tip

Indications for Use:

The Erase Pen (RF Controller) is only used with the Erase Tip (Single Use Sterile Detachable
Electrode Cartridge system) for thermal coagulation of soft tissue and peripheral nerves by creating
radiofrequency (RF) lesions, in nerve tissue. It is intended for use only by trained clinicians in hospital
or clinical setting.

Prescription Use Yes and/or Over-The-Counter Use -No

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED.)

Concurrence of CDRH, Office of Device Evaluation (ODE) z - 2- .(j
(Division Sign-Oft
Division of Ophthalmic, Neurological and Ear,
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